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DETAILED ACTION 

Acknowledgement of the receipt and entry of the amendment filed on 05/14/2007. 

The rejection made under 35 U.S.C. 103(a) set forth in the previous office action has 

been overcome by Applicant's amendment. 

Examiner has acknowledged that claims 1-34 have been cancelled. 

Examiner has acknowledged that new claims 35-45 have been added. 

Claims 35-45 will be examined on the merits. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 35-45 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Grenfell et al. (US 6416323) in view of Watt-Smith (US 4659714). 

Applicants claim a dental cartridge said cartridge fits into a standard local 
anesthetic syringe wherein the cartridge contains a composition comprising 
phentolamine mesylate in various amounts and a pharmaceutical carrier. 

Grenfell et al. teach a dental cartridge said cartridge fits into a standard dental 
local syringe wherein the cartridge contains a composition comprising substances to 
improve local anesthesia for dentistry or oral surgery (please note that a pharmaceutical 
carrier is known to be water) (see, e.g. abstract and column 9 lines 18-33). Grenfell 
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does not teach the claimed substance of the active ingredient of phentolamine mesylate 
within the cartridge that fits into a standard dental local syringe. 

Watt-Smith benefically teaches that phentolamine or its salts is useful to improve 
local anesthesia for dentistry or oral surgery (please note that phentolamine and its salts 
improved local anesthesia for dentistry or oral surgery as being used as an alpha- 
ad renoreceptor blocking agent to reduce prolongation of anesthesia by vasoconstrictor) 
(see, e.g. entire patent including Table 1). 

One of ordinary skill in the art of creating the claimed invention would have been 
motivated to substitute Grenfell's claimed active ingredient substance within its claimed 
dental cartridge with the active ingredient of a phentolamine or its salts as taught by 
Watt-Smith because the above combined two references as a whole would create the 
claimed invention's dental cartridge said cartridge fits into a standard dental local 
syringe wherein the cartridge contains a composition comprising phentolamine mesylate 
to improve local anesthesia for dentistry or oral surgery. Moreover, as discussed in 
MPEP Section 21 14.06, "it is prima facie obvious to combine two or more compositions 
each of which is taught by the prior art to be useful for the same purpose (e.g. to 
improve local anesthesia for dentistry or surgery), in order to form a third composition to 
used for the same purpose". Moreover, according to Watt-Smith's Table 1 , it is clear to 
the Examiner that most of the reduction of the prolonged anesthetic effect takes place 
between Omg to 1 mg. It is also clear to Examiner that between 1 mg to 3mg that the 
reduction of the prolonged anesthetic appears to be approximately linear and only 
slightly changing. Therefore, it would be obvious to one of ordinary skill in the art to 
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modify Watt-Smith's phentolamine amount by lowering the disclosed amount to under 
1 mg, e.g. to the instantly claimed amounts of about 0.001 8mg and about 0.45 mg, 
because according to Watt-Smith Table 1 , an amount under 1 mg is expected to have a 
beneficial effect of the reduction of the prolonged anesthetic effect not significantly 
different than a amount over 1mg which is nearly linear. Furthermore, the adjustment of 
other convention working conditions (e.g. although it is well known to one of ordinary 
skill in the art that in order for the cartridge to be able to fit into standard dental syringe, 
the cartridge would have to have a volume of between 1 .6 ml and 1 .8 ml), is deemed a 
matter of judicial selection and routine optimization which is well within the purview of 
the skilled artisan. 

Accordingly, the invention as a whole is prima facie obvious to one of ordinary 
skill in the art at the time the invention was made, especially in the absence of evidence 
to the contrary. 

Applicant's arguments filed on 05/14/2007 have been carefully considered but 
they are not deemed persuasive. Applicant argues Watt-Smith discloses the use of 
phentolamine mesylate and other alpha adrenergic receptor antagonists to reduce the 
prolongation of anesthesia. However, Watt-Smith is silent regarding the levels of 
antagonist to use. In particular, Watt-Smith fails to teach or suggest the low 
concentrations and low doses present in the claimed cartridges, which Applicants have 
unexpectedly shown to be effective to reverse anesthesia. 

Although Applicant argues Watt-Smith fails to teach or suggest the low 
concentrations and low doses present in the claimed cartridges, Examiner in this final 
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rejection has now provided the entire Patent of Watts-Smith (e.g. US 4659714). 
Therefore, Applicant argument is still not found persuasive because according to Watt- 
Smith's Table 1 , it would be obvious to one of ordinary skill in the art to modify Watt- 
Smith's phentolamine amount by lowering the amount to under 1mg to the e.g. claimed 
amounts of about 0.001 8mg and about 0.45 mg, because according to Watt-Smith 
Table 1 , a claimed amount under 1 mg has nearly the same beneficial effect of the 
reduction of the prolonged anesthetic effect as an amount over 1mg which has a nearly 
linear response to the amount of phentolamine between 1 and 3 mg. 

Therefore, Grenfell et al. teach a dental cartridge said cartridge fits into a 
standard dental local syringe wherein the cartridge contains a composition comprising 
substances to improve local anesthesia for dentistry or oral surgery (please note that a 
pharmaceutical carrier is known to be water) (see, e.g. abstract and column 9 lines 18- 
33). Grenfell does not teach the claimed substance of the active ingredient of 
phentolamine mesylate within the cartridge that fits into a standard dental local syringe. 

Watt-Smith benefically teaches that phentolamine or its salts is useful to improve 
local anesthesia for dentistry or oral surgery (please note that phentolamine and its salts 
improved local anesthesia for dentistry or oral surgery as being used as an alpha- 
ad renoreceptor blocking agent to reduce prolongation of anesthesia by vasoconstrictor) 
(see, e.g. entire patent including Table 1). 

One of ordinary skill in the art of creating the claimed invention would have been 
motivated to substitute Grenfell's claimed active ingredient substance within its claimed 
dental cartridge with the active ingredient of a phentolamine or its salts as taught by 
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Watt-Smith because the above combined two references as a whole would create the 
claimed invention's dental cartridge said cartridge fits into a standard dental local 
syringe wherein the cartridge contains a composition comprising phentolamine mesylate 
to improve local anesthesia for dentistry or oral surgery. Moreover, as discussed in 
MPEP Section 21 14.06, "it is prima facie obvious to combine two or more compositions 
each of which is taught by the prior art to be useful for the same purpose (e.g. to 
improve local anesthesia for dentistry or surgery), in order to form a third composition to 
used for the same purpose". Moreover, according to Watt-Smith's Table 1 , it is clear 
that most of the reduction of the prolonged anesthetic effect takes place between Omg 
to 1 mg. It is also clear that between 1 mg to 3mg that the reduction of the prolonged 
anesthetic appears to be approximately linear and changing little. Therefore, it would 
be obvious to one of ordinary skill in the art to modify Watt-Smith's phentolamine 
amount by lowering the amount to under 1mg, to e.g. the claimed amounts of about 
0.001 8mg and about 0.45 mg, because according to Watt-Smith Table 1, a amount 
under 1mg has most of the beneficial effect of the reduction of the prolonged anesthetic 
effect. Furthermore, the adjustment of other convention working conditions (e.g. 
although it is well known to one of ordinary skill in the art that in order for the cartridge to 
be able to fit into standard dental syringe, the cartridge would have to have a volume of 
between 1 .6 ml and 1 .8 ml), is deemed a matter of judicial selection and routine 
optimization which is well within the purview of the skilled artisan. 
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Accordingly, the invention as a whole is prima facie obvious to one of ordinary 
skill in the art at the time the invention was made, especially in the absence of evidence 
to the contrary. 

No claims are allowed. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to RANDALL WINSTON whose telephone number is 
(571)272-0972. The examiner can normally be reached on 8AM-5PM. 



Application/Control Number: 10/668,248 Page 8 

Art Unit: 1657 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on 571-272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Jon P Weber/ 

Supervisory Patent Examiner, Art Unit 1657 



Application Number 


Application/Control No. 


Applicant(s)/Patent under 
Reexamination 






10/668,248 


WEBER ET AL. 








Examiner 


Art Unit 






RANDALL WINSTON 


1655 





U.S. Patent and Trademark Office 



Part of Paper No. 2008021! 



